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Steps in the development of a
Pharmacovigilance policy 

 To present a practical outline for use in the development of a PV Policy document.

 The process was used in the development of PV policy documents for Nigeria 2,3 and 
Eswatini 4 in 2010 and 2020 respectively.
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 The consensual development of the Policy documents with intense multisectoral 

stakeholder engagement provides a tool likely to enhance the enabling environment and 

ensure collaboration of health and non health functionaries in PV activities without 

undermining statutory laws and regulations.
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 There is increasing awareness of the importance of medicines safety amongst the 

population on the African continent

 This calls for a document in the public space specifying roles and responsibilities of 

Stakeholders within and outside the health sector ensuring, ownership, transparency and 

inclusiveness in the conversation on Medicine Safety

 The development should be inclusive of the conventional Ministry of Health (MOH), 

National Medicines Regulatory Authority (NMRA) and Market Authorization Holders 

(MAH), Patients/Consumers and other Stakeholders 

 A Standalone document will obviate the present situation where PV policies are 

embedded as terse statements in other health and pharmaceutical policy documents

 Its use is likely to strengthen PV with increased reporting of adverse drug events which 

has been low due to several prevailing factors in resource limited settings.


